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AKIT-ABCR-01

ABCR Antigen Test for Flu A, Flu B, COVID-19 and RSV - Instructions For Use (IFU)

For in vitro diagnostic use only.

Sample Collection Method

Intended Use

The assaya ABCR Flu, COVID-19, and RSV Antigen Rapid Test is a rapid immunochromatographic assay
intended for the qualitative detection of antigens from influenza type A, type B, SARS-CoV-2, and RSV
viruses in nasal secretion from symptomatic individuals. This test is intended for in vitro diagnostic use.
This test is easy to perform and results can be interpreted in 10 minutes.

Antigens from influenza type A, type B, SARS-CoV-2, and RSV viruses is generally detectable in upper
respiratory samples during the acute phase of infection. Positive results indicate the presence of viral
antigens, but clinical correlation with patient history and other diagnostic information is necessary to
determine infection status. Positive results do not rule out bacterial infection or co-infection with other
viruses. Negative results are presumptive, and confirmation with a molecular assay, if necessary, for
patient management may be performed. Negative results do not rule out influenza type A, type B, SARS-
CoV-2, and RSV virus infection and should not be used as the sole basis for treatment or patient
management decisions, including infection control decisions. Negative results should be considered in the
context of a patient’s recent exposures, history and the presence of clinical signs and symptoms. The
assaya ABCR Flu, COVID-19, and RSV Antigen Rapid Test is intended for use by medical professionals or
trained operators who are proficient in performing tests and trained clinical laboratory personnel.

Materials
Each box contains 50 test kits. Each test kit contains:

e 1 SWAC - Sterile Wood Abrasive Collector
« 1 Buffer Tube: Containing Reagent - Sodium Azide(<0.1%); Sodium Hydroxide(<0.5%); Aloumin
Bovine Serum(<1%)

e 1 Test Indicator
Storage And Disposal
The product should be stored at 15-30°C , away from direct sunlight. Do not freeze or overheat the test kit
or kit reagents. Kit contents are stable until the expiration date printed on the outer box. The indicators
must be kept in the foil pouch until use.
Sample Preparation

Before use, check the expiration date of the packaging. If the kit is past its expiration date, do not use.
Confirm that all components needed are in the kit.

1. 2.

S R

Obtain the sterile SWAC. Make sure the SWAC head Insert the SWAC into one nostril and rotate 5 times.

does not touch anything until sample collection. Repeat with the other nostril.
Assay Procedure
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10 Minutes
Take out the test indicator and

Put the SWAC into the buffer
tube. Roll the SWAC 5 times.
Leave the SWAC in the buffer
tube for 1 minute before
inserting the test indicator.

While the SWAC remains in the
buffer tube, place the test use the result interpretation
indicator into the buffer tube with sticker to read the result at 10
minutes. Do not read the result
after 20 minutes. To confirm the
result, the test indicator may also
be read by the intelligent analyzer
eXpress (iaX-2101) after 10
minutes.

the droplets going down. Leave
the test indicator in the buffer
tube for 10 minutes. Use the
assaya timerDx to keep track of
the test time.

Warnings & Precautions

1. For in vitro diagnostic use.

https://assaya.com/kits/0053073/

Result Interpretation
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Positive Results

At 10 minutes, the appearance of the Control Line and ANY shade of Test Line (Flu A
RSV area) on the Test Indicator, indicates a positive result for the presence of Influer
CoV-2, and/or RSV viral antigen.

Please refer to the Indicator Line Legend to interpret the test lines.

Negative Results

At 10 minutes, if only Control Line area shows a line, it means a negative result. A ne
that the presence of influenza type A, influenza type B, SARS-CoV-2, or RSV viral anti
specimen, or the antigen level is below the detection limit.

Invalid Results

If after 10 minutes, the Control Line does not appear, even if any Test Line appears,
considered invalid. When invalid, a new test must be performed with a freshly collec
sample.

Internal Controls

Two internal procedural controls are needed to confirm correct assay procedure an
components. One of two is a line appearing in the “Control Line” area in every run o
validity of the test. Another one is a clear background serving as an internal negativ¢
background color should be white and not interfere with the reading of the test.

Result Interpretation with the iaX-2101

Please refer to the full iaX-2101 Instructions for Use for complete instructions on ho
Place the test indicator into the iaX-2101, with the barcode pointing in.
e AGreen (-)indicates a negative result for the presences of Flu A, Flu B, SARS-(
antigen or that the antigen level is below the detection limit.
e AYellow (!)indicates that the test is invalid and a new test must be performec
collected specimen sample.
e ARed (+)indicates a positive result for the presences of Flu A, Flu B, SARS-Co\

antigen.
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Directions should be read and followed carefully.

Do not use the kit contents beyond the expiration date printed on the outside of the box.

Do not interchange or mix different lots of reagents.

Disregard test results beyond specified time (20 min).

Use appropriate precautions in the collection, handling, storage, and disposal of patient samples

and used kit contents.

. Use of Nitrile or Latex gloves is recommended when handling patient samples.

. Dispose of containers and used contents in accordance with Federal, State and Local requirements.
9. Do not reuse kit components or test devices.

10. The Test Indicator must remain sealed in the protective foil pouch until use.

11. To obtain accurate results, you must follow the Package Insert.

12. Inadequate or inappropriate specimen collection, storage, and transport may yield false test results.

13. Seek specific training or guidance if you are not experienced with specimen collection and handling

procedures.
14. For optimal test performance, use the nasal Sterile Wood Abrasive Collector (SWAC) supplied in the
kit. Using swabs other than provided in the kit may lead to incorrect results.
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Product Limitations

. The contents of this kit are to be used for the qualitative detection of Flu A, Flu B, SARS-CoV-2, & RSV

antigen by nasal SWAC. For quantitative detection of the assay, use the iaX-2101. Please refer to the

iaX-2101 IFU for full instructions on using the iaX-2101.

Positive test results do not rule out co-infections with other pathogens.

Negative test result do not rule out influenza type A, type B, SARS-CoV-2, or RSV viral infections.

Negative results should be confirmed by molecular test.

. A negative test result may occur if the level of antigen in a sample is below the detection limit of the
test.

. Failure to follow the test procedure and interpretations of test results may adversely affect test
performance and/or invalidate the test results.

. Test results must be evaluated in conjunction with other clinical data available to the physician.

. Antibodies may fail to detect, or detect with less sensitivity, when influenza type A, type B, SARS-CoV-
2, or RSV viruses that have undergone minor amino acid changes in the target epitope region.
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Limit of Detection (LoD)

The limit of detection (LoD) for the assaya ABCR Flu, COVID-19, and RSV Antigen Rapid Test was
established in an analytical sensitivity study performed in clinical nasal matrix. The LoD concentrations
identified for each strain tested are listed in the table below.

Viruses Strain LoD
1 Flua ATW/112172017 (HINT) 6.96x10° TCIDSO/mL
2 FluB B/TW/2872/17 (Vic) 1.28x10° TCIDSO/mL
3 SARS-CoV-2 ‘gamma-inactivated SARS-CoV-2 (USA- WA1/2020, NR-52287) 2.8x10° TCIDS0/mL
4 RSV A2 (ATCC VR-1540) 2.24x10° TCIDS0/mL
5 RSV 18537 (ATCC VR-1580) 8.89x10° TCID50/mL

Interference
Nasal spray products, hemoglobin, and common chemicals were evaluated and did not interfere with the
assaya ABCR Flu, COVID-19, and RSV Antigen Rapid Test in clinical nasal matrix at the levels tested below.
Interference Substances Testing Conc.. Interference Substances Testing Conc.

1 Afrin (Oxymetazoline) 5%y s Mupirocin Tomg/ml

p Aspirin Zomgmi |16 Nasal Gintment 0%

3 Chioraseptic(Menthol/Benzocaine) Temgm | 17 Nasal Washing Salt Zomgimt

3 VS Nasal Drops (Phenylephrine) B s NASONEX Aqueous Nasal Spray o

5 CVs Saline Nasal Spray 15%uiv 19 Oxymetazoline HCI 10mg/ml

G Dextromethorphan Tomgim | 20 Phenylephrine el 100mg/mt

7 Diphenhydramine FCT Smgrml = Ponstan Zomgmt

s Fehermans Friend g | 2 Ricols (Mentho) Tsme/ml

9 Fluticasone Propionate 5% viv 23 Sore Throat Phenol Spray 15%vAv

0 Hemoglobin Somgmi | 22 Swinin Nasal Spray %

™ Homeopathic (ko) Ti0diution | 25 | Tamiu (Oselamivir Phosphate) g

2 Hosaon Troches (ROOT) Zomgml | 26 Tobramycin pvera

13 Iouprofen 20mg/ml 27 Whole Blood 2%

I Wacin oo % Zicam

Cross Reactivity

The cross-reactivity of the assaya ABCR Flu, COVID-19, and RSV Antigen Rapid Test was performed on the
positive and negative clinical matrix containing high levels of non-target microorganisms. Bacteria was
tested at a target concentration between 106 and 1010 cfu/mL and viruses were tested at concentrations
between 105 and 108 TCID50/mL (or pfu/mL). No cross-reactivity or interference was seen when tested at
the potentially interfering concentrations. The bacteria and viruses tested were listed in the table below.

Bacterial Panel

T ‘Bordetella pertussis B

Pseudomonas oeruginosa 15

B Stophylococcus aureus [

Viral Panel

1 Adenovirustype? 7 Enterovirus (EV71) 13 Rhinovirus (HRV12)

2 Adenovirustyped! 8 | Huma

ainfluenza Virus (HPV) Type 1+ | 14 MERS-Cov

3 Human B

uman Parainfiuenza Virus (HOV) Type I | 15 | Human Parainfivenza Virus (H4P1) Type
Merapneumovirus(iMPV3rypeB) Human Parainfluenza Virus (HPIV) Type I w

4 Humancort HumancoronavirusNLE3

virus2298% 10| Human Parainfluenza Virus (HPV) Type 1+ | 16

5 HumancoronavirusOC43* 11| Human Parainfiuenza Virus (HPIV) Type V' [ 17 Echovirus type

Herpes simplex vt

3 P 12 | resp cytialvirus (Subgroup B)% | 18
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Technical Support

Email: support@assaya.com (mailto:support@assaya.com)

Adverse Events Reporting

Use this link to report any adverse events: assaya.com/ae (https://assaya.com/ae)

Ordering Information

Catalog Number (REF): AKIT-ABCR-01
50 pcs per box (Carton of 50 test kits)

Symbol Legend
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Catalog Number Consult Package Insert Dc
Batch Code Manufacturer Contains su

(5] A

5 . X X o Do not use if
In Vitro Diagnostic Medical Temperature Limit
) and cons
Device
Manufacturers
IVD
Panion & BF Biotech Inc. Xizhi Factory
d 8F, N0.308-8, Sec. 1, Datong Rd., Xizhi Dist.,
New Taipei City 22146 Taiwan
Web: vstriptech.com/ (http://www.vstriptech.com/)
Nasal SWAC
Taiwan Swabs Technology Company Inc.
d No0.329-1, Sucuo, Anding Dist.,
Tainan City 745, Taiwan
Web: yt-swabs.com.tw/eng (http://www.yt-swabs.com.tw/eng)
Distributor

Apollo B|oTech$

Apollo BioTech Co. Ltd.

18F-1 No. 75 Xintai 5th Road

Xizhi 22101

New Taipei City, 22101

TAIWAN

Web: apollo.bio/ (https://apollo.bio/)

Qssaya

Assaya Pvt. Ltd. Singapore

160 Robinson Road,

#14-04 Singapore Business

Federation Centre

Singapore 068914

Web: assaya.com/ (https://assaya.com/)
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